AUTHENTICATED
U.S. GOVERNMENT
INFORMATION

GPO

§35.12

(2) Except as provided in paragraph
(c)(1) of this section, all other persons,
who possess and use accelerator-pro-
duced radioactive material or discrete
sources of radium-226 for which a spe-
cific medical use license is required in
paragraph (a) of this section, may con-
tinue to use this type of material for
medical uses permitted under this part
until the date of the NRC’s final licens-
ing determination, provided that the
person submits a medical use license
application within 12 months from the
waiver expiration date of August 7, 2009
or within 12 months from the date of
an earlier termination of the waiver as
noticed by the NRC, whichever date is
earlier.

[67 FR 20370, Apr. 24, 2002, as amended at 72
FR 55930, Oct. 1, 2006]

§35.12 Application for license, amend-
ment, or renewal.

(a) An application must be signed by
the applicant’s or licensee’s manage-
ment.

(b) An application for a license for
medical use of byproduct material as
described in §§35.100, 35.200, 35.300,
35.400, 35.500, 35.600, and 35.1000 must be
made by—

(1) Filing an original and one copy of
NRC Form 313, ‘“‘Application for Mate-
rial License,” that includes the facility
diagram, equipment, and training and
experience qualifications of the Radi-
ation Safety Officer, authorized
user(s), authorized medical physi-
cist(s), and authorized nuclear phar-
macist(s); and

(2) Submitting procedures required
by §§35.610, 35.642, 35.643, and 35.645, as
applicable.

(c) A request for a license amend-
ment or renewal must be made by—

(1) Submitting an original and one
copy of either—

(i) NRC Form 313, ‘“‘Application for
Material License’’; or

(ii) A letter requesting the amend-
ment or renewal; and

(2) Submitting procedures required
by §§35.610, 35.642, 35.643, and 35.645, as
applicable.

(d) In addition to the requirements in
paragraphs (b) and (c) of this section,
an application for a license or amend-
ment for medical use of byproduct ma-
terial as described in §35.1000 must also
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include information regarding any ra-
diation safety aspects of the medical
use of the material that is not ad-
dressed in Subparts A through C of this
part.

(1) The applicant shall also provide
specific information on—

(i) Radiation safety precautions and
instructions;

(ii) Methodology for measurement of
dosages or doses to be administered to
patients or human research subjects;
and

(iii) Calibration, maintenance, and
repair of instruments and equipment
necessary for radiation safety.

(2) The applicant or licensee shall
also provide any other information re-
quested by the Commission in its re-
view of the application.

(e) An applicant that satisfies the re-
quirements specified in §33.13 of this
chapter may apply for a Type A spe-
cific license of broad scope.

[67 FR 20370, Apr. 24, 2002; 67 FR 62872, Oct. 9,
2002]

§35.13 License amendments.

A licensee shall apply for and must
receive a license amendment—

(a) Before it receives, prepares, or
uses byproduct material for a type of
use that is permitted under this part,
but is not authorized on the licensee’s
current license issued under this part;
except that—

(1) A Government agency or a Feder-
ally recognized Indian Tribe licensee
who possesses and uses accelerator-pro-
duced radioactive material or discrete
sources of radium-226 may continue to
use such material for medical uses per-
mitted under this part until the date of
the NRC’s final licensing determina-
tion, provided that the licensee sub-
mits an amendment application on or
before June 2, 2008.

(2) Except as provided in paragraph
(a)(1) of this section, all other licensees
who possess and use accelerator-pro-
duced radioactive material or discrete
sources of radium-226 may continue to
use those materials for medical uses
permitted under this part until the
date of the NRC’s final licensing deter-
mination, provided that the person
submits a medical use license amend-
ment request within 6 months from the
waiver expiration date of August 7, 2009
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